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An opinion to the Expert Committee
on the Ethical Guideline for Clinical Researcli] 1[0
An explanatory speech on the public commentl] September 13, 20070

Tadahiro Mitsuishi
Mitsuishi Law & Patent Office

Abstract

O O This article was rewritten from the record of the speech by Tadahiro Mitsuishi, on September 13, 2007, at
the Expert Committee on the Ethical Guideline for Clinical Research, under the Council for Science and
Technology, the Health Science Council, the Ministry of Health, Labor and Welfare. The committee started its
activity on August 17, 2007, in order to review the Ethical Guideline for Clinical Research, which was developed
by the Ministry and enforced on July 30, 2003, as the guideline indicates that it should be reviewed by around
July 30, 2008.

O O Preparatory for the starting of the Committee review, the Ministry called for public comments from June
20to July 9 of 2007, and Mitsuishi submitted comments with his colleagues, Jiro Nudeshima and Chieko Kurihara.
Then Mitsuishi was invited by the Committee at the second meeting to explain about their public comments.
0 O Mitsuishi explained about differences among ethical guidelines as professional codel] governmental
guidelines with/without legal bases, and necessity of developing laws aimed at protecting human subjects in
research and also ensuring research integrity.
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